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[54] COMPOSITION FOR DETERMINING THE Attorney, Agent, or Firm—Roger N. Coe
PRESENCE OR CONCENTRATION OF 157] ABSTRACT

D-3-HYDROXYBUTYRATE
[75] Inventor: Thomas A. Magers, South Bend, Ind. A composition, test device gnd method of detemlnlng
the presence or concentration of ketone bodies, and

[73] Assignee: Miles Inc., Elkhart, Ind. specifically D-B-hydroxybutyrate, in a test sample are
[21] Appl. No.: 545,634 disclosed. The test device includes a test pad compris-
ing a suitable carrier matrix incorporating an indicator

[22] Filed: Jun. 29, 1990 reagent composition capable of interacting with D-3-
[51] It CLS coovvrremernenrcessenennnecsesss . C12Q 1/32  hydroxybutyrate to produce a detectable or measurable
[52] US. CL wooovvrrrreriecnnmeerceseresses 435/25; 435/26, ~ response. In addition, a new and improved indicator
436/128; 436/904; 564/154; 544/85 reagent composition, comprising a) an indicator dye

[58] Field of Search ........c.c.ccooeo.. 435/26, 25; 436/128,  that is responsive to thiols, such as a substituted isoben-

436/904; 564/154; 548/365 zothiazolone, Ellman’s reagent or a derivative of Ell-
man’s reagent; b) D-B-hydroxybutyrate dehydrogenase;

[56] References Cited c) lipoamide dehydrogenase; d) D,L-lipoamide; and ¢)
U.S. PATENT DOCUMENTS nicotinamide adenine dinucleotide, is incorporated into

4,147,514 4/1979 Magers et al. woooroorverons 422/56  the carrier matrix to provide an accurate and sensitive
4,279,993 7/1981 Magers et al. wocvrerrrereeceeccecen 435,25  assay of a test sample for D-B-hydroxybutyrate
4,288,541 9/1981 Magers et al. wcevvnrrveernnns 435/28 (DHBA) in particular, and for ketone bodies in general.
4,290,773 9/1981 Magers et al. woveieeiniicinnens 435/14 The improved method and composition are especially

‘;gﬁgg‘; g/ }982 Mlagef§ etal .. . 25/ 14 yseful in the assay of whole blood, blood serum, blood
A s / 991 Albare | - USRI 5 /154 plasma and urine for ketone bodies.
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